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1 INTRODUCTION

NRL was contacted by Participant 8, to investigate a downward trend observed for QConnect
HEPR lot DM20291 when testing with the Abbott Alinity i Anti-HBs and Anti-HAV IgG assays.

2 FINDINGS

o Figure 1 — Participant 8 data for Abbott Alinity i Anti-HBs; QConnect HEPR lot
DM20291 by reagent lot, illustrating trend down in data.

« Figure 2 — Participant 8 data for Abbott Alinity i HAV Ab — I1gG; QConnect HEPR lot
DM20291 by reagent lot, illustrating trend down in data.

o Figure 3 — Participant 8 data for Abbott Alinity i Anti-HBe; QConnect HEPR lot
DM20291 by reagent lot, illustrating no trend down in data.

o Figure 4- Participant 8 data for Abbott Alinity i Anti-HBs; QConnect HEPR lot
DM20026 by reagent lot, illustrating trend down in data.

o Figure 5 — Participant 8 data for Abbott Alinity i Anti-HAV Ab IgG, QConnect HEPR;
DM20026 by reagent lot.

« Figure 6- Participant 8 data for Abbott Alinity i Anti-HBs; QConnect HEPR lots
DM19008, DM20026 and DM20291 by reagent lot, illustrating trend down in data
observed on only DM20026 and DM20219.

« Figure 7 - Participant 8 data for Abbott Alinity i Anti-HAV Ab IgG; QConnect HEPR
lots DM19008, DM20026 and DM20291 by reagent lot, illustrating trend down in
data observed on only DM20026 and DM20219.

« Figure 8 - Participant 8 data for Abbott Alinity i Anti-HBe; QConnect HEPR lots
DM19008, DM20026 and DM20291 by reagent lot, illustrating shift up in data for
DM20026 and DM20219.

o Figure 9 - Peer group data for Alinity i Anti-HBs, QConnect HEPR DM20291 by
participant, illustrating consistent data across peer group.

« Figure 10 - Peer group data for Alinity i Anti-HAV Ab IgG, QConnect HEPR DM20291
by participant, illustrating consistent data across peer group.

o Figure 11 - Peer group data for Alinity i Anti-HBe, QConnect HEPR DM20291 by
participant, illustrating consistent data across peer group.
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o Figure 12 - Participant 1015 data for Abbott Alinity i Anti-HBs; QConnect HEPR lot
DM20291 by reagent lot, illustrating trend down in data.

o Figure 13 — Participant 1015 data for Abbott Alinity i Anti-HAV Ab IgG; QConnect
HEPR lot DM20291 by reagent lot, illustrating trend down in data.

o Figure 14 — Participant 50 data for Abbott Alinity i Anti-HBs; QConnect HEPR lots
DM20026 and DM20291 by reagent lot, illustrating trend down in data.

o Figure 15 — Peer group data for Abbott ARCHITECT Anti-HBs, QConnect HEPR
DM20291, illustrating consistency in data across the peer group.

o Figure 16 — Participant 40 data for Abbott ARCHITECT Anti-HBs; QConnect HEPR lot
DM20291 by reagent lot, illustrating trend down in data.

o Figure 17- Participant 129 data for Abbott ARCHITECT Anti-HBs; QConnect HEPR lot
DM20291 by reagent lot, illustrating trend down in data.

o Figure 18 — Peer group data for Abbott ARCHITECT Anti-HAV Ab IgG, QConnect
HEPR DM20291, illustrating consistency in data across the peer group.

o Figure 19 — Participant 40 data for Abbott ARCHITECT Anti-HAVb IgG; QConnect
HEPR lot DM20291 by reagent lot, illustrating trend down in data.

o Figure 20 — Participant 129 data for Abbott ARCHITECT Anti-HAVb IgG; QConnect
HEPR lot DM20291 by reagent lot, illustrating trend down in data.

o Figure 21— Peer group data for Roche Elecsys Anti-HBs Il, QConnect HEPR DM20291,
illustrating consistency in data across the peer group.

o Figure 22 - Participant 46 data for Roche Elecsys Anti-HBs Il; QConnect HEPR lot
DM20291 by reagent lot, illustrating trend in data.

o Figure 23 — Participant 147 data for Roche Elecsys Anti-HBs II; QConnect HEPR lot
DM20291 by reagent lot, illustrating variation in data.

o Figure 24 - Peer group data for DiaSorin LIAISON XL Murex anti-HBs, QConnect
HEPR DM20291.

o Figure 25 - Participant 13 data for DiaSorin LIAISON XL Murex anti-HBs, QConnect
HEPR DM20291, illustrating trend down in data.
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3 DISCUSSION

When investigating the downward trend reported by Participant 8 for QConnect HEPR lot
DM20291 testing with the Abbott Alinity i Anti-HBs and Anti-HAV IgG assays, data from all
participants in the peer group were investigated to establish whether there was any evidence
of trends or patterns across the peer group. Data from all platforms where QConnect HEPR
was utilised were also reviewed to establish if the trend was evident across more than one
peer group.

Figures 1, 2 and 3 show data reported by Participant 8 for QConnect HEPR lot DM20291
testing with the Abbott Alinity i Anti-HBs and Anti-HAV IgG assays. The only assay to show
no downward trend was the Abbott Alinity i Anti-HBe assay, a competitive assay (Figure 3).

Figures 4 and 5 show data reported by Participant 8 for QConnect HEPR lot DM20026 on
the Abbott Alinity i Anti-HBs and Anti-HAV IgG assays Both assays show the same downward
trend observed on QConnect HEPR lot DM20291.

Figures 6, 7 and 8 show data reported by Participant 8 for all QConnect HEPR lots in use,
DM19008, DM20026 and DM20291 on the Abbott Alinity i Anti-HBs, Anti-HAV IgG and Anti-
HBe assays testing with Figures 4 and 5 illustrate the downward trend occurring on the
previous QConnect HEPR lot DM20026. QConnect HEPR lot DM19008 showed no evidence
of a downward trend on any of the three assays in use.

Figures 9,10 and 11 show peer group data for QConnect HEPR; DM20291 testing on Abbott
Alinity i Anti-HBs, Anti-HAV IgG and Anti-HBe assays, respectively. All three assays show
consistent data entry across the peer group indicating the likely hood the downward trend
identified for participant 8 is occurring for other participants.

Figures 12 and 13 show data reported by Participant 1015 for QConnect HEPR; DM20291
testing on the Abbott Alinity i Anti-HBs and Anti-HAV IgG assays, respectively. The same
downward trend observed for Participant 8 is observed on both assays for Participant 1015.
Figure 14 show data reported by Participant 50 for QConnect HEPR lots DM20026 and
DM20291 testing on the Abbott Alinity i Anti-HBs. The same downward trend observed for
participant 8 is observed on both HEPR lots, however less server for DM20291, for participant
50. Participant 50 had submitted no data for the Abbott Alinity i Anti-HAV IgG assay so no
comparison could be made.

Figures 15 and 18 show peer group data for QConnect HEPR DM20291 for the Abbott
ARCHITECT Anti-HBs and Anti-HBe assays respectively, illustrating consistent data entry
across the peer group for both assays.

Participants 1015 and 40 were selected for further investigation as they had reported data
for both the Abbott ARCHITECT Anti-HBs and Anti-HBe assays testing with HEPR; DM20291.
Both participants showed the same downward trend identified for Participant 8 on the Alinity
i platform, for both ARCHITECT assays (Figures 16, 17, 19 and 20).
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As QConnect HEPR is utilised across multiple assay manufacturers and platforms these peer
groups were also investigated.

Figures 21, 22 and 23 show data for QConnect HEPR DM20291 on the Roche Elecsys Anti-
HBs Il assay, by peer group, Participant 46 and Participant 147 respectively. As observed on
both the Abbott platforms the peer group data is constant and individual participant data
shows the same previously identified downward trend.

Figures 24 and 25 show data for QConnect HEPR DM20291 on the DiaSorin LIAISON XL
Murex anti-HBs assay. Only one participant, Participant 13, had data entered for this assay
/ QC lot combination. Figure 25 illustrates the same downward trend observed for all
previously mentioned platforms.

Reviewing data for all platforms that unitised QConnect HEPR; DM20291, Abbott ARCHITECT
and Alinity i, Roche Elecsys and DiaSorin LIASION XL, it was observed that the downward
trend was present across all peer groups and the likely cause of this trend is a QC
manufacturing or production lot issue. The downward trend was also observed for the
previous QConnect HEPR lot, DM20026.

4 RECOMMENDATIONS

NRL recommends that DiaMex review the production and manufacturing of both QConnect
HEPR lots, DM20026 and DM20291.

NRL requests a new production lot from DiaMex for Australian participants.
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Analyte:anti-HBs

EQCLotNumber:DM20291;

EQC:QConnect HEPR

Assays:Abbott Alinity i Anti-HBs;

From:26-Jul-2018 to 15-Jul-2021

Laboratory:NRL : 8

Trend: KitLot Number; Test Process: Detection -§8- 19105FN00 - 20539FN00 -@- 22500FN00

DM20291 by

!

Figure 1 — Participant 8 data for Abbott Alinity i Anti-HBs, QConnect HEPR

reagent lot.
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HAV Ab - IgG

Figure 2 — Participant 8 data for Abbott Alinity
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Figure 5 — Participant 8 data for Abbott Alinity i Anti-HAV Ab IgG, QConnect HEPR

DM20026 by reagent lot.
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Figure 6 — Participant 8 data for Abbott Alinity i Anti-HBs

DM20026 and DM20291 by reagent lot.
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Figure 7 — Participant 8 data for Abbott Alinity i Anti-HAV Ab IgG

DM19008, DM20026 and DM20291 by reagent lot.

NRL QC



003826£5T
0038€£¥0C

003861001

0038v 1021
00386101

0039v1021

003906160

00380¥5L0

0039120v0

0039€1010

DM19008

0.69 -

0.66

0.63

0.60

0.57 -

0.54 -

051

0.48 -

0.45 -

0.42

0.39 -

0.36

033 A
0.30

02/S

0.27 4

0.24 -

0.21 4

0.18 -

0.15 o

0.12 +

0.09

0.06 -

0.03 -

0.00 -

-0.03 +

-0.06 -

1202-un(-92
120z-un-£1
1202-un(-80
1202-Aei- 1€
1202-Aei-12
1202-Aei-81
1202-ARW-ET
1202-A01-50
120z-1dy-£2
1202-1dy-£1
1202-1d¥-60
1202-181-0€
1202-18W-22
1202-18W-€ 1
1202-4014-50
1202-924-b2
1202-924-91
1202-G24-80
1202-Ue(-0¢
120z-ue-12
120z-ue-£1
1202-Ue(-50
0202-220-b2
0202-220-91
0202-320-80
0Z0Z-40N-0€
0Z02-40N-bZ
0202-20-L1
0202-120-60
0202-220-10
0202-d25-22
020z-d28-p1
0202-d25-£0
0202-6ny-92
0z0Z-6ny-g1
0z02-6ny-z1
0202-6ny-90
020Z-In-82
020Z-InC-81
0202-INC-£0
020Z-un(-92
020Z-un-91
020Z-Un(-p0
020Z-4en-22
020z-AeW-€1
020Z-4e-b0
020z-1dy-12
0Z0Z-Ue(-62
020Z-ue-91
0Z0Z-Ue(-£0
6102-220-42
6102-220-91
6102-220-20
6102-40N-12
610Z-40N-11
6102-00-22
6102-20-11
6102-120-€0
6102-d25-€2
6102-d28-€1
6102-095-b0

Date
Analyte:anti-HBe

EQC Lot NumberMis00d om20026 B202T)

09190BE00 M- 12014BE00 o+ 140198£00 -l 20433BE00 -7~ 25392BE00

EQC:QConnect HEPR

Assays:Abbott Alinity i Anti-HBe;

From:26-Jul-2018 to 15-Jul-2021

Laboratory:NRL : 8

Trend: KitLot Number; Test Process: Detection -$§- 01013BE00 - 04021BE00 @~ 07540BE00

QConnect HEPR lots DM 19008,

1

Figure 8 — Participant 8 data for Abbott Alinity i Anti-HBe

DM20026 and DM20291 by reagent lot.
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Laboratory:NRL: 8 Grouped by:Laboratory From:26-Jul-2018 to 15-Jul-2021 Assays:Abbott Alinity i Anti-HBs; Analyte:anti-HBs EQC:QConnect HEPR EQC LotNumber:DM20291;

Figure 9 — Peer group data for Alinity i Anti-HBs, QConnect HEPR DM20291 by participant.
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Laboratory:NRL: 8 Grouped by:Laboratory From:26-Jul-2018 to 15-Jul-2021 Assays:Abbott Alinity i HAV Ab - IgG; Analyte:anti-HAV IgG EQC:QConnect HEPR EQC LotNumber:DM20291;

Figure 10- Peer group data for Alinity i Anti-HAV Ab IgG, QConnect HEPR DM20291 by
participant.
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Laboratory:NRL: 8 Grouped by:Laboratory From:26-Jul-2018 to 15-Jul-2021 Assays:Abbott Alinity i Anti-HBe; Analyte:anti-HBe EQC:QConnect HEPR EQC LotNumber:DM20291;

Figure 11 — Peer group data for Alinity i Anti-HBe, QConnect HEPR DM20291 by
participant.
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Figure 12 — Participant 1015 data for Abbott Alinity i Anti-HBs

DM20291 by reagent lot.

Assays:Abbott Alinity i Anti-HBs;

From:26-Jul-2018 to 15-Jul-2021
PMM-QC-844

Trend: KitLot Number; Test Process: Detection 8- 13622FN00 - 19105FN00 -@- 20539BE00
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Assays:Abbott Alinity i HAV Ab - IgG;
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PMM-QC-844

Trend: KitLot Number; Test Process: Detection -§§- 14002BE00 - 161218E00 @ 16126BE00

Laboratory:NRL : 1015

Figure 13 — Participant 1015 data for Abbott Alinity i Anti-HAV Ab IgG

DM20291 by reagent lot.
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Figure 14 — Participant 50 data for Abbott Al

and DM20291 by reagent lot.
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Laboratory: Laboratory:All Laboratories Grouped by:Laboratory From:01-Jan-2019 to 15-Jul-2021 Assays:Abbott ARCHITECT Anti-HBs; Analyte:anti-HBs EQC:QConnect HEPR
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Figure 15 — Peer group data for Abbott ARCHITECT Anti-HBs, QConnect HEPR DM20291.
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DM20291 by reagent lot.
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Figure 17- Participant 129 data for Abbott ARCHITECT Anti-HBs

DM20291 by reagent lot.
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From:01-Jan-2020 to 16-Jul-2021
PMM-QC-844

Trend: KitLot Number; Test Process: Detection -§- 13535FN00 - 17361FN00 -@- 20484FN00
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Laboratory: Laboratory:All Laboratories Grouped by:Laboratory From:01-Jan-2019 to 15-Jul-2021 Assays:Abbott ARCHITECT HAVAD - IgG; Analyte:anti-HAV IgG EQC:QConnect HEPR
EQCLotNumber:DM20291; Laboratories:NRL : 36;NRL : 40;NRL : 66;NRL : 128;NRL : 129;NRL : 148;

Figure 18 — Peer group data for Abbott ARCHITECT Anti-HAV Ab IgG, QConnect HEPR
DM20291.
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DM20291 by reagent lot.
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Figure 21 — Peer group data for Roche Elecsys Anti-HBs I, QConnect HEPR DM20291.
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EQC LotNumber:DM20291;

QConnect HEPR lot DM20291

1

EQC:QConnect HEPR

Date
Analyte:anti-HBs

Assays:Roche Elecsys Anti-HBs I;

From:01-Jan-2020 to 16-Jul-2021
PMM-QC-844

Trend: KitLot Number; Test Process: Detection -§§- 00520778 - 48557700 -@- 50212201

Laboratory:NRL: 46

Figure 22 - Participant 46 data for Roche Elecsys Anti-HBs Il

by reagent lot.
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EQCLotNumber:DM20291;

QConnect HEPR lot DM20291

1

EQC:QConnect HEPR

Date
Analyte:anti-HBs

Assays:Roche Elecsys Anti-HBs I;

From:01-Jan-2020 to 16-Jul-2021
PMM-QC-844

Trend: KitLot Number; Test Process: Detection -§- 47338900 - 48508200 -@- 50208300

Laboratory:NRL : 417

Figure 23 - Participant 46 data for Roche Elecsys Anti-HBs Il

by reagent lot.
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Laboratory: Laboratory:All Laboratories Grouped by:Laboratory From:01-Jan-2020 to 16-Jul-2021 Assays:DiaSorin LIAISON XL Murex anti-HBs; Analyte:anti-HBs EQC:QConnect HEPR
EQC Lot Number:DM20026;DM20291;

Figure 24 - Peer group data for DiaSorin LIAISON XL Murex anti-HBs, QConnect HEPR
DM20291.
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Laboratory:NRL: 13 From:01-Jan-2020 to 16-Jul-2021 Assays:DiaSorin LIAISON XL Murex anti-HBs; Analyte:anti-HBs EQC:QConnect HEPR EQCLotNumber:DM20291;

Trend: KitLot Number; Test Process: Detection -§§- 251019

Figure 25 - Participant 13 data for DiaSorin LIAISON XL Murex anti-HBs, QConnect HEPR
DM20291.
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